
T OF MEALY-4 AND HUMAN SERWCES 
i 

ongifom Encephalopathies Advisory Committee; Notice of Meeting 

AGENCY: Food and Drug Administration, I-H-IS. 

ACTKH: Notice. 

.----- 

is notice announces a forthcoming meeting of a pubfic advisory ~o~ttee of the Food 

~n~strat~on (FDA). At least one portion of the meeting wilf be closed to the public. 

pne of ~~~~~~~~e: Transmissible $pongifu~ ~ncepha~opathies Advisory ~om~ttee. 

~e~er~~ ~~~~~~~~ of the Commit;ltee: To provide advice and re~o~endations to the agency II 

on A’s regulatory issues. 

Date and Time: The meeting will be eld on October 25, 2001, from 8 a.m. to 3:30 p.m., 

and on October 26, 2OOf, from 8 a.m. to 430 p-m. 

Location: Holiday Inn, Kennedy Ballroom, 8777 Georgia Ave., Silver Spring, 

Contact: William Freas, or Sheila II. Langford, Center for Biofogics Evaluation and Research 

f -7l), Food and Drug Administration, 1.401 Rockvihe Pike, Ro~kv~~~~, MD 20852~1448, 301-- 

~27~314, or FDA Advisory Committee ~nfo~at~un Line, l- 00-741-8138 (301-443-0572 in 

e Wash~ngton~ DC area>, code 12392. Please calf the Information Line fur up-to-date i~f~~at~~~ 

on this meeting. 

~~~~~~: On October 25, 2001, the committee will discuss FDA% draft document entitled 

~‘~u~dance for ndustry: Revised Preventive Measures to Reduce the Possible Risk of transmission 

of ~reut~f~ldt-~akob Disease (CJD) and Variant Cre~tzfe~dt-Jakob Disease (vCJD) by Blood and 

Blood Products” (published in the Federal Register on August 29,200X (66 45683), http:! 

/www.fda.gov/cber/gd~ns/cjdvcjd.pd~. Later that morning the committee will discuss amino acid 

and jproduction, and the theoretical risk of transmission of the BSE agent through their 
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lxse in vaccines, other biologicals and human drugs. On October 26, 200 ? the committee wil 

discuss the risk of bovine brains and other neurological tissue human use. 

~~~~~~~~e: On October 25,2UU1, from 8 a. to 1: 10 p-m. and from 1:4U p.m. to 3~30 

and on October 26, 2001, from 8 a.m. to 4:3U p.m., the meeting is open to the ubfic Interested 

persons ay present data, info~at~on, or views, orally ur in writing, on issues pending before 

the corm-r&tee. Written submissions may be made to the contact person by October 18, 2001. 

Oral presentations from the public wilf be scheduled between approx~mate~y 9 a.m. to 9130 a.m., 

p.m. to 2:lU p.m. on October 25, 2001; and between 1 p-m. to 1:3U p.m- on October 

26,2UUl. Time allotted for each presentation may be limited. Those desiring to make formal oral 

presentations should notify the contact person before Uctober 18, 2002, and submit a brief statement 

eneral Saturn of the evidence or arguments they wish to present, the names and addresses 

art~~~~ants, and an indication of e approximate time requested to make their 

presentation. 

wilf be closed to permit discussion an review of trade secret and/or confidential 

~nfo~at~~n (5 U.S.C. 552b(c)(4)), 
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